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DETAILED ACTION 

Claims 5 and 18-27 are cancelled by amendment filed on 14 December 2006. 
Claim 1, 8, and 9 are amended by the amendment. Therefore, claims 1-4, 6-17, 28, and 
29 are pending in the instant application. 

Information Disclosure Statement 

Applicants' Information Disclosure Statements, filed on 6 May 2005 and 15 
October 2004 have been considered. Please refer to Applicant's copies of the PTO- 
1449 submitted herewith. 

Response to Lack of Unity 

Applicants' election with traverse of Group I (claims 1-15, and 29) with elected 

species of Example 3 for initial search purpose in the 

reply filed on 14 December 2006 is acknowledged. The traversal on the ground(s) that 
the claims satisfy the unity of invention requirement because the restricted groups are 
properly linked to form a single general inventive concept is not found persuasive. The 
structure of Formula I does not have a core structure, because there are many variables 
in the Formula (i.e. X, m, R1-R4, n, B). The specification fails to support the argument 
that all the claimed compounds possess the same utility as Edg receptor agonists. 
Therefore, the restriction requirement dated on 11/28/2006 is appropriate. 
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Status of the Claims 

Claims 16, 17, and 28 are withdrawn from further consideration by the Examiner 
as being drawn to non-elected inventions under 37 CFR 1.142(b) due to Restriction 
Requirement dated on 1 1/28/2006. 

Elected Subject Matter 

The scope of the invention of the elected subject matter is as follows: 




Compounds of the Formula (I) NH2 B ^~c or a pharmaceutical^ 

acceptable salt or hydrate thereof, wherein: 

Ar is phenyl; m is 1 , 2, 3, or 4; n is 0,1,2, 3, or 4; X is a bond, O, or S(0)k, wherein k is 
0,1 or 2 ; A is selected from the group consisting of -C0 2 H, -P0 3 H, -P0 2 H 2 , -S0 3 H, 

*Vt? "Vr V / ?j 

-PO(R 8 )OH, N N N H ; C is not present; B is 

C 5 -i6alkyl, C 5 -i6alkenyl and C 5 -i6alkynyl; (R 5 ) 0 -4 is (R 5 ) 0 as H; R 1 - R 4 is H or d- 4 alkyl; 

R8 is selected from the group consisting of: Chalky I and aiyl, wherein said Chalky I is 

optionally substituted with I-3 halo groups and aryl is optionally substituted with 1-5 subsiituems 
independently selected from the group consisting of: halo* Chalky I, C3-£cycloaJkyl t C|« 

(jalkoxy, Ci^alkylthio and Cj.gcycloalkoxy, said Chalky), C3.$cycloalkyl, Cj-galkoxy, Cj- 

4alkylthio and C3-6cycloalkoxy optionally substituted from one up to the maximum number of 

substitutable positions with halo, 

As a result of the election and the corresponding scope of the invention identified 
supra, claims 7, 12, 13, and the remaining subject matter of claims 1-4, 6, 8-11, 14, 15, 
and 29 are withdrawn from further consideration pursuant to 37 CFR 1142 (b) as being 
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asserted utility or a well established utility for the reasons set forth above, one skilled in 
the art clearly would not know how to use the claimed invention. 

Claim Rejections - 35 USC § 103 
The following is a quotation of 35 U.S.C. 103(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set 
forth in section 102 of this title, if the differences between the subject matter sought to be patented and 
the prior art are such that the subject matter as a whole would have been obvious at the time the 
invention was made to a person having ordinary skill in the art to which said subject matter pertains. 
Patentability shall not be negatived by the manner in which the invention was made. 

The factual inquiries set forth in Graham v. John Deere Co., 383 U.S. 1, 148 
USPQ 459 (1966), that are applied for establishing a background for determining 
obviousness under 35 U.S.C. 103(a) are summarized as follows: 

1 . Determining the scope and contents of the prior art. 

2. Ascertaining the differences between the prior art and the claims at issue. 

3. Resolving the level of ordinary skill in the pertinent art. 1 

4. Considering objective evidence present in the application indicating 
obviousness or nonobviousness. 

Claims 1-4, 6, 8-11, 14, 15, and 29 are rejected under 35 U.S.C. 103(a) as being 
obvious over U.S. Patent No. 6,437,165 (Mandala et al.). 

The applied reference has a common assignee with the instant application. 
Based upon the earlier effective U.S. filing date of the reference, it constitutes prior art 
only under 35 U.S.C. 102(e). This rejection under 35 U.S.C. 103(a) might be overcome 
by: (1) a showing under 37 CFR 1.132 that any invention disclosed but not claimed in 
the reference was derived from the inventor of this application and is thus not an 
invention "by another"; (2) a showing of a date of invention for the claimed subject 
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matter of the application which corresponds to subject matter disclosed but not claimed 
in the reference, prior to the effective U.S. filing date of the reference under 37 CFR 
1.131; or (3) an oath or declaration under 37 CFR 1.130 stating that the application and 
reference are currently owned by the same party and that the inventor named in the 
application is the prior inventor under 35 U.S.C. 104, together with a terminal disclaimer 
in accordance with 37 CFR 1.321(c). This rejection might also be overcome by showing 
that the reference is disqualified under 35 U.S.C. 103(c) as prior art in a rejection under 
35 U.S.C. 103(a). See MPEP § 706.02(l)(1) and § 706.02(l)(2). 

Claims 1-4, 6, 8-11, 14, 15, and 29 are rejected under 35 U.S.C. 103 (a) as 
unpatentable over Mandala et al. U.S. Patent 6,437,165. 

Applicant's instantly elected invention in claims 1-4, 6, 8-11, 14, 15, and 29 teach 



pharmaceutical^ acceptable salts and pharmaceutical composition thereof wherein: 
Ar is phenyl; m is 1 , 2, 3, or 4; n is 0, 1 , 2, 3, or 4; X is a bond, O, or S(0)k, wherein k is 
0,1 or 2 ; A is selected from the group consisting of-C0 2 H, -P0 3 H, -P0 2 H 2 , -S0 3 H, 



compounds of formula (I) 



A 




*)(M 



c , depicted in claim 1, or their 



-PO(R 8 )OH, N N N H ; C is not present; B is 

C 5 -i6alkyl, C 5 -i6alkenyl and C 5 -i6alkynyl; (R 5 ) 0 -4 is (R 5 ) 0 as H; R 1 - R 4 is H or d- 4 alkyl; 
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[IK is selected from the group consisting of: C|4alkyl and aryl, wherein said Ci«4alkyl is 

optionally substituted with 1-3 halo groups and aryl is optionally substituted with 1-5 substituents 
independently selected from the group consistingof: halo, Cj-galkyl, C3-6cycIoalkyl> Cj« 

galkoxy, C|^alkylthio and C3*6cycIoalkoxy, said Cj-galkyl, C3.6cycloalkyl, Cj-galkoxy, Cj. 

4alkylthio and C3«6cycIoalkoxy optionally substituted from one up to the maximum number of 

substitutable positions with halo, 

Determination of the scope and content of the prior art (MPEP §2141.01) 



OH CHjR 1 

[ I 

OH S(R*) 2 j| j 

Mandala et al. teach specific compounds x «w r 3 



m o WB H 

11 CHj W% H 

12 OkCH 3 WR H 



, and their pharmaceutical composition. 

Ascertainment of the difference between the prior art and the claims (MPEP §2141.02) 
The difference between the prior art of Mandala et al. and the instantly claimed 
compounds, is that Mandala et al. teach the compounds with -CH 3 attached to the 
carbon next to the -NH 2 , but does not teach the compounds with -H attached to the 
carbon next to the -NH 2 as in the instantly claimed compounds such as the first 
compound of claim 15. 

Finding of prima facie obviousness-rational and motivation (MPEP §2142-2413) 
One skilled in the art would have found the claimed compound prima facie 
obvious because it is well established that the substitution of methyl for hydrogen on a 
known compound is not a patentable modification absent unexpected or unobvious 



Application/Control Number: 10/505,257 
Art Unit: 1626 



Page 8 



results. In re Wood, 199 U.S.P.Q. 137 (C.C.PA 1978) and In re Lahr, 137 U.S.P.Q. 
548, 549 (C.C.PA 1963). The motivation to make the claimed compounds derives 
from the expectation that structurally similar compounds would possess similar activity 
(i.e pharmacological use). Because the compound claims are unpatentable, the 
composition claims comprising the said compound are unpatentable either. 



Double Patenting 

The nonstatutory double patenting rejection is based on a judicially created doctrine 
grounded in public policy (a policy reflected in the statute) so as to prevent the unjustified or 
improper timewise extension of the "right to exclude" granted by a patent and to prevent 
possible harassment by multiple assignees. A nonstatutory obviousness-type double patenting 
rejection is appropriate where the conflicting claims are not identical, but at least one examined 
application claim is not patentably distinct from the reference claim(s) because the examined 
application claim is either anticipated by, or would have been obvious over, the reference 
claim(s). See, e.g., In re Berg, 140 F.3d 1428, 46 USPQ2d 1226 (Fed. Cir: 1998); In re 
Goodman, 1 1 F.3d 1046, 29 USPQ2d 2010 (Fed. Cir. 1993); in re Longi, 759 F.2d 887, 225 
USPQ 645 (Fed. Cir. 1985); In re Van Ornum, 686 F.2d 937, 214 USPQ 761 (CCPA 1982); In re 
Vogel, 422 F.2d 438, 164 USPQ 619 (CCPA 1970); and In re Thorington, 418 F.2d 528, 163 
USPQ 644 (CCPA 1969). 

A timely filed terminal disclaimer in compliance with 37 CFR 1.321(c) or 1.321(d) may be 
used to overcome an actual or provisional rejection based on a nonstatutory double patenting 
ground provided the conflicting application or patent either is shown to be commonly owned with 
this application, or claims an invention made as a result of activities undertaken within the scope 
of a joint research agreement. 

Effective January 1, 1994, a registered attorney or agent of record may sign a terminal 
disclaimer. A terminal disclaimer signed by the assignee must fully comply with 37 CFR 3.73(b). 

Claims 1-4, 6, 8-11, 14, 15, and 29 are rejected on the ground of nonstatutory 

obviousness-type double patenting as being unpatentable over claims 1-1 1 of U.S. 

Patent No. 6,437,165. Although the conflicting claims are not identical, they are not 

patentably distinct from each other. 
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Applicant's instantly elected invention in claims 1-4, 6, 8-11, 14, 15, and 29 teach 



pharmaceutical^ acceptable salts and pharmaceutical composition thereof wherein: 
Ar is phenyl; m is 1 , 2, 3, or 4; n is 0, 1 , 2, 3, or 4; X is a bond, O, or S(0)k, wherein k is 
0,1 or 2 ; A is selected from the group consisting of -C0 2 H, -P0 3 H, -P0 2 H 2 , -S0 3 H, 



C 5 -i6alkyl, C 5 -i6alkenyl and C 5 -i6alkynyl; (R 5 ) 0 -4 is (R 5 )oas H; R 1 - R 4 is H or d- 4 alkyl; 

R? is selected from the group consisting of: Chalky! and aryl, wherein said Ci~4alkyl is 

optionally substituted with 1-3 halo groups and aryl is optionally substituted with 1-5 substituents 
independently selected from the group consisting of: halo, C j-galkyl, C3-6cycloaIkyl, C[~ 

galkoxy, Ci^alkylthio and Cs-gcycloalkoxy* said Cj^alkyl, C3-6cycloaIkyl, Ci^alkoxy, Cj„ 

4alkylthio and C3-6eycloalkoxy optionally substituted from one up to the maximum number of 

substitutable positions with halo, 

Determination of the scope and content of the prior art (MPEP $2141.01) 




, depicted in claim 1 , or their 




; C is not present; B is 



OH 




Mandala et al. teach specific compounds <z* 



x 



10 

u 

12 



EH 



H 
H 
H 



, and their pharmaceutical composition. 
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drawn to non-elected inventions. The withdrawn compounds contain varying functional 
groups which are chemically recognized to differ in structure, function, and reactivity. 



Therefore, claims 1-4, 6, 8-11, 14, 15, and 29 (in part) will be examined on the merits. 

Specification 

The disclosure is objected to because of the following informalities: The chemical 
formulae in page 18-21 , and 27 are not complete. For example, substitutes for "N" are 



35 U.S.C. 101 reads as follows: 

Whoever invents or discovers any new and useful process, machine, manufacture, or composition of 
matter, or any new and useful improvement thereof, may obtain a patent therefor, subject to the 
conditions and requirements of this title. 

Claims 1-4, 6, 8-11, 14, 15, and 29 are rejected under 35 U.S.C. 101 because 
the claimed invention is not supported by either a credible asserted utility or a well 
established utility. 

The instant specification fails to disclose utility data to support the claim that the 
compounds of Formula (I) possess the utility as EDG receptor agonists and for treating 
diseases or condition mediated by that receptor. 

Claims 1-4, 6, 8-11, 14, 15, and 29 are also rejected under 35 U.S.C. 112, first 
paragraph. Specifically, since the claimed invention is not supported by either a credible 



7 




missing from the formula, shown as 



. Appropriate 



correction is required. 



Cj^im Rejections - 35 USC § 101 
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Ascertainment of the difference between the prior art and the claims (MPEP §2141.02) 
The difference between the prior art of Mandala et al. and the instantly claimed 
compounds, is that Mandala et al. teach the compounds with -CH 3 attached to the 
carbon next to the -NH 2 , but does not teach the compounds with -H attached to the 
carbon next to the -NH 2 as in the instantly claimed compounds such as the first 
compound of claim 15. 

Finding of prima facie obviousness-rational and motivation (MPEP §2142-2413) 
One skilled in the art would have found the claimed compound prima facie 
obvious because it is well established that the substitution of methyl for hydrogen on a 
known compound is not a patentable modification absent unexpected or unobvious 
results. In re Wood, 199 U.S.P.Q. 137 (C.C.P.A. 1978) and In re Lahr, 137 U.S.P.Q. 
548, 549 (C.C.P.A. 1963). The motivation to make the claimed compounds derives 
from the expectation that structurally similar compounds would possess similar activity 
(i.e pharmacological use). Because the compound claims are unpatentable, the 
composition claims comprising the said compound are unpatentable either. 

Claim Objections 

Claims 1-4,6, 8-11, 14, 15, and 29 are objected to for containing elected and 
non-elected subject matter. The elected subject matter has been identified supra. 

Conclusion 

• Claims 1-4, 6, 8-11, 14, 15, and 29 are objected. 

• Claims 1-4, 6, 8-11, 14, 15, and 29 are rejected 
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Telephone Inquiry 



Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Yong Chu whose telephone number is 571-272-5759. 
The examiner can normally be reached between 7:00 am - 3:30 pm EST. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Joseph K. M-Kane can be reached on 571-272-0699. The fax phone 
number for the organization where this application or proceeding is assigned is 571- 



Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). 



273-8300. 
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